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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 211, 700, and 800
[Docket Nos. 82N-0330 and 82N-0332]

Tamper-Resistant Packaging
Requirements for.Cartain Qver-the-
Counter Human Drug and Cosmetic
Products and Contact Lens Solutions
and Tabiets; Stay of Effective Date

AGENCY: Food and Drug Administration.
ACTION: Final rule; stay of effective date.

SUMMARY: The Food and Drug
Administration (FDA] announces that,
in‘responsa to-a citizen petition, the
provision of the tamper-resistant
packaging regulations that requires a
specific lavel reference to any
identifying characteristic that is
incorporated into the tamper resistant
feature of & particular product is stayed
until February 6, 1934. Egew"xePa in this
issue of the Federal Register, the .gency
announces the avadaomtv of the
advisory opinion, issued in response ‘o
the citizen petition, and also advises
that as part of its Tamper-Resistant
Packaging Compliance Program. it plans
to maintain a current list of acceptable
tecknolegies and those packaging
technolocxas that the age“cy belxeves
are unaccepfable and have problems,
DATE: The amendments ars effective
August 19. 1983. The provisions in
§3§ 211.132(c), 700.25(c), and 800.12(c
that require that a label reference any
identifying characteristic that is
incorporated into the tamper-resistant
feature are stayed - February 6, 1984.
FOR FURTHER INFORMATION COMTACT:
Paul O. Fennel, National Center for
Drugs and Biologics {(HFN-7), Foed and
Drug Administration, 3600 Fishers Lane;
Rockville, MD 20857, 301—143-6490.
SUPPLEMENTARY INFORMATION: [ the
Federal Register of November 3; 1982 (47
FR 30442}, FD—\ published regulations
estabn;“‘m tamper-resistant packaging
and labeling requirements for certain
over-the-counter (OTC) human drug and
cosmetic products, In the same issue of
the Federal Register (47 FR 53432), the
agency aiso :Lu:.msd tamper-tesistant
regulations forcontact lens solutions
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and tab!ets. In the Federal Register of
April 18,1983 (43 FP 18633), the agency
amended 1:5 tampar-resistant packaging

and Iaoel.ng u:g lations tor OTC drw
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sectxons ot the preamb 2 and to swcuy
in the rz *lons those products that

the agency had exempted from those
regulations. In the same issue of the
Federal Register {48 FR 16665). the
agency made similar clarifving

amendments for contact lens solutions
and tablets. One of the clarifying
labeling amendments added by the April
19. 1983 rule was the statement, "If the
tamper-resistant feature chosen to meet
the requirement in paragraph (b) of this
section is one that uses an identifying
characteristic, that characteristic is
required to be referred to in thz labeling
statement.”

The agency recaived a petitica fom
The Proprle tary Association {PA)
requesting a stay of the effective da
a portion of the tamper-resistant
packaging and labe iuo regulations.
Specifically. PA sought a stay of that
provision of the regulaticns that requires
a specific label reference toany
identzrvmo characteristic that is

ccmoraLed into the tamgper-resistant
feawre of a particular product. For OTC
drugs. this statement is required by 21
CFR 211.132{c}; and for cosmetic
products and contact lens solutions and
tablets, 21 CFR 700.25(c) and 300.12(c),
respactively, as amended April 19, 1933,

The agency agreed with the petitioner
that additional time should be provided
to comply with the requirement that any
identifying characteristic of the tamper-
resistant feature be specifically raferred
to in the labeling and stayed th
effective date for this requirement unti}
February 6, 1984. The petition response
was made an advisory opinion.
Elsewhere in this issue of the Federal
Register, FDA is announcing the
avallability of the advisory opinion and
also of information on packaging
technologies.
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List of Subjects

21 CFR Part 211
Drugs, manu f‘ev

Laboxatumes, Pa:

VWarehouses.

21 CFR Part 700

Cosmetics, Definitions, Prohibited
cosmetic ingradients.

21 CFR Part 800
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(n}. 331, 352. 335,
71} and under
autbomy delegated to the Commissioner
of Food and Drugs (21 CFR 5.10). Parts
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211, 700, and 800 are amended as
follows:

PART 211—CURRENT GOCD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

1. Part 211 is amended in § 211.132 by
revising paragraph (g)(2), to read as
follows:

§211.132 Tamper-resistant packaging
requirements for cver-the-counter human
drug products.
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paragraph {5} of this section that the
indicater or barrizr to enirv be
distinctive by design and the

:eq» uirement n ;aragraah {c) of this

tion for a lab statement are
ctive on May 5, 1983 {or sach

cted OTC A"ug odu packaged f¢
il sale on or after that date. except

the requirement for a specific label
rence to any den!:f',mc
haracteristic is effactive on February &
1984 for each affected OTC drug produc
pacxaged for retail sale cn or after that
Laxe.
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PART 700—GENERAL

2. Part 700 is amendad in § 7060.25 by
re vising paragraph (2){2}, to read as
fol‘au-.'S'

© §700.25  Tamper-resistant packaging

requirements for cosmetic products.
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2} Initicl effective cate for iabeling
requmm ¢s. The requirement in
parag aph Lo) o1 this section that the
i ator or barrier to entry be
tinctive by design and the
requxroment in paragraph (cj of this
section for a labeling statement are
effective on May 3, 1983 for each
affected cosmetic product packaged ?
retail sale on or afier that date, excen
that the requirement for a specific la!
rence to any identifying
actershc 1; effactive on Feona / B

[})

PART 800—GENERAL

3. Part 800 is amendead in § 800.12 o
revising paragraph {f}{2). to read as
follows:
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§800.12 Contact iens solutions and
tabiets; tamper-resistant packaging.
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(2) Initial effective date for labeling
requirements. The requirement in

. paragraph {b} of this section that the
indicator or barrier to entry be
distinctive by design and the
requirement in paragraph (c] of this
secticn for a labeling statement are
effective on May 5. 1983 fer each
product subject to this section packaged
for retail sale on or after that date,
except that the requirement for a
«apecilicdabel reference.toany

J
identifying characteristic is il

fective on
" February 6, 1884 for each affected
product subject to this section packaged
for retail sale on or after that date.
Effective date. August 19, 1983.
{Secs. 201/n}, 501, 502, 505. 506. 507, 601, 802.
701. 52 Stat. 1041 as amended, 104%-1058 as
amended. 55 Stat. 851, 59 Stat. 463 as
amended {21 U.S.C. 321(n}, 351. 352, 355, 356.
357, 361, 3682, 371}))
Dated: August 11, 1883.
Joseph P. Hile,
Associate Commissioner for Regulatory
Affairs.
{FR Doc. 83-22581 Filed 8~18-83; 8:45 um|
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